\/CONSENT Talking Points on Appointing a Legally
TOOLS Authorized Representative

This document is designed to help researchers discuss Legally Authorized Representatives
(LARS) with participants. We provide information about LARS and suggestions on how to
broach the subject with participants, which can be a sensitive discussion topic.

In what situations should | ask a participant about appointing an LAR?

e When concerns exist about their understanding and appreciation of consent
information: It is appropriate to ask a participant about appointing an LAR in situations
where you are concerned that a participant lacks understanding or is unable to provide
informed consent. Appointing an LAR is a simpler cognitive task than consenting to a
complex trial, and most older adults support the use of LARs.**

e When the study involves multiple visits or the risk level is deemed high enough: A
major determinant of whether LARs are necessary is the risk level of the study. As the
risk level increases, so too does the need to ensure participants have adequate
understanding. It is also appropriate to ask all participants in studies that involve multiple
visits—such as longitudinal studies—who they would appoint as an LAR. This is because
the ability to provide informed consent could change during the course of the study.

How do | start a conversation about LARs?

e If understanding and appreciation of consent information is in question, you can begin by
explaining:

“By law, we are not allowed to enroll someone in a study if we think they don’t
understand the consent information. When this happens, we ask people if they
have someone to help them make decisions. Given our discussion today, we have
some concerns that you might not fully understand this study. Is there someone
who could help you make a decision about participating in this study?”

e In cases where there are currently no concerns about understanding and appreciation of
consent information, you can begin by saying:

“If you start having any problems understanding the study, would you want to
prepare for that by choosing someone to be your Legally Authorized
Representative? A Legally Authorized Representative is someone you appoint
who would make research decisions for you when you are unable to. The person
you choose would help you make a decision only if you could not make the
decision about research yourself. It is a way of planning ahead in case something
happens in future.”

[Note: Your state may have legislation that stipulates who can serve as an LAR. In some states,
to be eligible to serve as an LAR, an individual may need to be appointed as a durable power of
attorney for healthcare. Make sure to check with your IRB for guidance.]



What if I am worried the participant lacks the ability to appoint an LAR?

The ability to appoint an LAR is a simpler cognitive task than consenting to a complex
research study, as it involves making a decision that is based on existing relationships.® If
the participant can provide the following information then they likely are able to appoint
an LAR:

a) Name a specific and feasible person to serve as their LAR

b) Provide a reason for this choice when asked

How do | document the discussion?

Check with your IRB. Your IRB may have a specific form for appointing an LAR.
Check if your electronic data capture system(s) includes a mechanism to document
discussions about LARSs in the research record.

If not, we have provided a sample note to file template that can be adapted to document
the discussion. Your IRB should review the form before you use it.
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